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(54) Title: ANTIBACTERIAL, ANTIOXIDANT, IMMUNOMODULING AND ANTIC ANCEROGENIC 
PREPARATION AND METHOD FOR USING SAID PREPARATION 

(57) Abstract: The invention relates to medicine, in particular an antibacterial, antioxidant, detoxicating, 
immunomoduling and anticarcinogenic preparation. The inventive preparation comprises human lactoferrin as an 
active agent and pharmaceutic ally acceptable additives used for production of medicaments, and/or medicaments 
containing the preparation and pharmaceutically acceptable additives, i.e.: a liquid for intravenous injection, a liquid 
for intracavitary or intravesical injection, liquid for oral injection, a liquid for treating a wound surface, a liquid for 
intranasal application or in the form of eye drops, an ointment, bolus for oral application, a suppository for rectal 
and intravaginal application and pills. The inventive method can be used for preventing and curing diseases with the 
aid of the preparation containing the human lactoferrin. The invention makes it possible to develop a preparation and 
a medicament based thereon for a moderate cost. 
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ANTIBACTERIAL, ANTIOXIDANT, IMMUNOMODULING AND 
ANTICANCEROGENIC PREPARATION AND METHOD FOR USING SAID 

PREPARATION 

DESCRIPTION 

Field of Application 

The group of inventions relates to medications comprising polypeptides, namely human 
lactoferrin, and methods of their usage. 

Prior Art 

There exists a known pharmaceutical composition used for curing and/or preventing 
inflammatory diseases of the mouth, particularly aphtous stomatitis resulting from chronic 
injections of anti-inflammatory preparations, which are comprised of protein that belongs to the 
Transferrins/Lactoferrins class, and a pharmaceutical^ appropriate base (EP 0730868 Al). 
Reasons that interfere with achieving the herein mentioned healing effect when using the known 
pharmaceutical preparation include limitations on the medical forms and on the methods of 
introducing the drug into the organism. 

There also exists an antioxidant preparation that is comprised of lactoferrin and is designed 
for intravenous injection (see: "Correction of homeostasis in oncology patients by laprot 
preparation", Russian Oncology Journal, Meditsina Publishers, 1996, issue #2). Reasons that 
interfere with achieving the herein mentioned healing effect include limitations on the applied 
medical forms. 

The preparation with the same function, which is closest to the claimed invention in a 
number of aspects, is the preparation for curing local complications originating from the 
application of conservative antineoplastic curing in the orofaryngeal zone (patent of Russian 
Federation No. 2099065, published 12/20/97, Bulletin No. 35), and is taken as the prototype. The 
known preparation is produced in the form of gelatin boluses that are comprised of lactoferrin of 
human milk in the amount of 6 mg of lactoferrin per bolus. Reasons that interfere with achieving 
the herein mentioned healing effect when using the known preparation, which is taken as a 
prototype, include: particular cases of the applied medical forms; limitations on the methods of 
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introducing the drug into the organism and limitations on indications for administering the 
preparation. 



There exists a known method of curing and preventing infections, inflammations and/or 
neoplasm's using lactoferrin and/or lactoferricine: a pharmaceutical composition comprised of an 
effective amount of lactoferrin and/or lactoferricine in the form of hydrolizate (WO 98/06425) is 
orally injected. Reasons that interfere with achieving the herein mentioned healing effect when 
using the known preparation include: lack of information on the ingredients of different medical 
forms; the conditions of applying cow lactoferrin to the curing process, whereas it is known that 
bovine lactoferrin is immunogenic to humans, and therefore its application in the forms of 
intravenous, intracavitary, subcutaneous or intramuscular injections is impossible, as it may 
cause allergic shock even when administered in small amounts. 

The method with the same function, which is closest to the claimed invention in a number of 
aspects is therapeutic administration of lactoferrin for preventing or curing infective diseases that 
are caused by gram-positive pathogenic bacteria. According to the known method, lactoferrin is 
used as a liquid preparation or a solid-state preparation, which is immobilized or absorbed by an 
inert base (EP 0753308 A2). This is taken as a prototype. Reasons that interfere with achieving 
the herein mentioned healing effect when using the known preparation, include limitations on 
the field of administration, as it cures only those infective diseases which are caused by a 
concrete type of pathogenic bacteria (gram-positive), the local type of impact and the 
impossibility of intravenous injections. 

Disclosure of the Invention 

The claimed group of inventions is aimed at one task - developing a moderate-cost preparations 
or medications that shows antibacterial, antioxidant, detoxicating, anti-inflammatory, 
immunomoduling and anticarcinogenic effects; that are applicable locally and throughout the 
whole organism; and also the development of concrete methods of applying medical forms for 
preventing and/or curing a set of diseases and pathologic conditions. Pharmaceutical and clinical 
applications of the claimed preparation and the methods of its administration make attainable 
several technical, medical and economical results: the preparation is biologically compatible with 
the human organism and shows a high therapeutic effect; the preparation is compatible with any 
pharmaceutical^ appropriate bases, such as dissolvents, ointments, gel-forming substances and 
fillers; the preparation can be used for preparing medications for curing diseases of different 
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localizations; based on the preparation, medications with any needed concentrations can be 
prepared; the preparation is conveniently stored and transported; medications based on the 
preparation may be introduced into the organism in any known way (orally, intravenously, 
intracavitary, intravesically; in the form of eye drops, inhalations, ointments etc.); clinical 
administration of medications that are based on the preparation makes possible local usage, as 
well as usage throughout the whole organism; and the preparation is moderate-cost, therefore its 
usage in the curing practice is economically feasible. 

When using the preparation which is part of the invention, the listed technical, medical and 
economical results are achieved on account of the fact that the claimed preparation is comprised 
of human lactoferrin as the active ingredient and pharmaceutically appropriate additives, as well 
as what comprises the known preparation that is used for curing local complications of 
conservative antineoplastic curing in the orofaryngeal zone. The distinguishing features of the 
claimed preparation are in its ingredients (human lactoferrin 10.0%-90.0%, pharmaceutically 
appropriate additives 10.0%-90.0%) and in the fact that it is aimed at preparing medications 
comprised of the preparation and pharmaceutically appropriate additives, which are applied 
intravenously, intracavitarily, intravesically, orally, intranasally, or in the form of eye drops, 
ointments, boluses for oral application, pills for oral application, or in the form of suppositories 
for rectal and intravaginal application. 

In regard to that, concrete medications have the following ingredient proportions: 
a solution for intravenous injections with the concentration of the primary active ingredient equal 
to 0.01-0.025%; a solution for intracavitary or intravesical injections with the concentration of 
the primary active ingredient equal to 0.05-0.3%; a solution for oral introduction with the 
concentration of the primary active ingredient equal to 0.01-0.4%; a solution for treating wound 
surfaces with the concentration of the primary active ingredient equal to 0.1-0.3%; a solution for 
intranasal administration or in the form of eye drops with the concentration of the primary active 
ingredient equal to 0.075-0.3%; an ointment with the concentration of the primary active 
ingredient equal to 0.2-1.0%; boluses for oral administration with the concentration of the 
primary active ingredient equal to 0.2-1.0%; suppositories for rectal or intravaginal application 
with the concentration of the primary active ingredient equal to 0.2-1.0%; and pills with the 
concentration of the primary active ingredient equal to 1 -5%. 

When using the method which is part of the invention, the listed technical, medical and 
economical results are achieved on account of the fact that the claimed method, as well as the 
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known method of preventing or curing inflammatory and infective diseases, toxic conditions, 
uses a pharmaceutical composition comprised of lactoferrin. The distinguishing feature of the 
claimed method is in the fact that to prevent and/or cure diseases, a preparation is used that is 
comprised of human lactoferrin as the primary active ingredient, and/or medical forms based 
therein, in the capacity of antibacterial, and/or antioxidant, and/or anti-inflammatory, and/or 
detoxicating, and/or immunomoduling, and/or anticarcinogenic treatments. 

In the curing process, medications containing the preparation are introduced into the organism in 
the following concentrations and amounts: for preventing and/or curing toxicoses of different 
etiologies, infections and inflammations, intravenous injection of the preparation is used, with 
the concentration of the primary active ingredient equal to 0.01-0.025% in the amount of 40-60 
mg, 1-2 times a day during a period of 3-10 days; for preventing and/or curing infections and 
inflammations in hollow organs, intracavitary or intravesical injection of the solution is used, 
with the concentration of the primary active ingredient equal to 0.05-0.3% in the amount of 50- 
100 mL (depending on the dimension of the cavity), 1-2 times a day during a period of 5-30 
days; for detersing wounds, pus cavities and for accelerating granulation, a solution is used with 
the concentration of the primary active ingredient equal to 0.1-0.3% 2-3 times a day with an 
exposition of 1-4 hrs. during a period of 3-15 days; for preventing and/or curing rhinitis, 
conjunctivitis of different etiologies, a solution is used with the concentration of the primary 
active ingredient equal to 0.075-0.3% in the form of nasal drops, 5-6 times a day, in the amount 
of 3-5 drops per nostril; or in the form of eye drops, 3-4 times a day, in the amount of 1-2 drops 
per eye during a period of 3-7 days; for preventing and/or curing toxic conditions, infections 
and/or inflammations in organs of the gastrointestinal tract, an oral solution is used with the 
concentration of the primary active ingredient equal to 0.01-0.4% in the amount of 40-60 mg 1-3 
times a day (2 hrs. after meals), during a period of 3-15 days; for preventing the formation of 
malignant lesions, an oral solution is used with the concentration of the primary active ingredient 
equal to 0.01-0.4% in the amount of 40-60 mg once a day (2 hrs. after a meal) during a period of 
30 days (this preventative course should be taken 2-3 times a year); for preventing and/or curing 
infections and/or inflammations in the stomach and intestines, pills are used with the 
concentration of the primary active ingredient equal to 1-5% in the amount of 40-60 mg 2-3 
times a day (2hrs. after meals) during a period of 3-15 days; for preventing the formation of 
malignant lesions, pills are used with the concentration of the primary active ingredient equal to 
1-5% in the amount of 40-60 mg once a day (2hrs. after a meal) during a period of 30 days (this 
preventative course should be taken 2-3 times a year); for preventing and/or curing infections 
and/or inflammations in the mouth and/or in the esophagus, slow-dissolving boluses for the 
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mouth are used with the concentration of the primary active ingredient equal to 0.2-1.0% in the 
amount of 6-30 mg per time; for preventing and/or curing infections and/or diseases of the skin 
and mucous membranes, ointments are used with the concentration of the primary active 
ingredient equal to 0.2-1.0%; for preventing and/or curing infections and/or inflammations in the 
rectum and/or in the cervical canal, rectal and/or intravaginal (respectively) suppositories are 
used with the concentration of the primary active ingredient equal to 0.2-1.0%, in the amount of 
2-10 mg 5-6 times a day. 

The core of the invention is as follows: The claimed preparation is comprised of human 
lactoferrin as the primary active substance - lactoferrin is known for its antibacterial, antioxidant, 
detoxicating, anti-inflammatory and immunomoduling effects. Human lactoferrin can be released 
from human milk or other human biomaterials, and it can also be produced using the methods of 
genetic engineering or transgenic production. The main essential distinguishing feature of the 
claimed preparation - in comparison with all formerly known medications comprised of 
lactoferrin - is that the claimed preparation is highly concentrated in the form of powder, which 
is compatible with any pharmaceutically appropriate base. A high level of clearance of 
lactoferrin in the preparation as well as the optimally specified proportions of the amounts of the 
active ingredient and of the pharmaceutically appropriate additives provides reliability and safety 
of the preparation when used in the curing process. The claimed limits of concentration of 
lactoferrin in the preparation enable the preservation of its original state, allowing maximum 
physiological activity. The preparation is the basic substance for producing the heretofore listed 
medications. The amount of lactoferrin on different pharmaceutically appropriate bases is strictly 
determined for each medical form, depending on the necessity to save glycoprotein in the 
physiologically active state, as well as on the practicability of including specific amounts of this 
physiologically active substance in the medical form. Based on experimental and clinic data, 
there is knowledge that there exist marginal amounts of human lactoferrin (amounts per dose, as 
well as amounts per course), of which the decrease may result in non-efficiency, whereas the 
increase may cause serious side effects. The optimal amounts of lactoferrin are specified in the 
claimed usage method. Claimed are also the amounts-per-course of the medications produced on 
the base of the preparation containing human lactoferrin, that are practicable in different 
pathological conditions. Depending on the kind of disease and the method of introducing the 
medication, these amounts vary but are still limited by specific marginal values. 
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Industrial Usage 

The claimed preparation, as well as the medications based on the preparation, has been clinically 
tested. The following examples of clinical usage of the preparation show its high curing 
efficiency. 

1 . Intravenous injection. 

Patient K. Diagnosis: stomach cancer and the condition after stomach subtotal resection and 
intracavitary injection of 5-fluorouracil in the form of microspheres. Concomitant diseases: fel- 
calculus disease, aorta aneurism. In the post-operational period, toxic hepatitis appeared in the 
patient. After administering 3 intravenous injections of the preparation (amount-per-dose 50 mg, 
amount-per-course 150 mg), the following was observed: decrease of the level of total and direct 
bilirubin in blood serum from 108/86 micromoles/L down to 8.55/4.1 micromoles/L. Toxic 
hepatitis reduced. 

Patient P. Diagnosis: multifocal synchronous cancer; central cancer T2NxMO of the lower 
inferior lobe of left lung of the left lung, cancer T2NxMO of the middle fraction (out of three) of 
the esophagus. The preparation was introduced intravenously before the radial curing course. 
After administering three intravenous injections (amount-per-dose 50 mg, amount-per-course 
150 mg) decrease of cancer toxicosis symptoms was subjectively noticed, as well as decrease of 
weakness and the appearance of appetite. The ensuing radial curing (based on the scheme of 
dynamic fractioning of the amount of total focal dose of 32 Gy) did not have radial reactions. 

Patient L. Diagnosis: 3 rd stage colon cancer. Post-surgical condition. In the post-operational 
period, dung peritonitis, sepsis and polyorganic inefficiency were observed. The patient had been 
subject to antibacterial and anti-inflammatory therapies without showing any positive dynamics. 
Adding intravenous injections (amount-per-dose 50 mg, amount-per-course 150 mg) of the 
preparation to the traditional methods of therapy and ablution of the abdomen with the use of the 
preparation showed positive dynamics along with normalization of biochemical and morphologic 
parameters of blood. Pus-septic processes cut short because of the curing. 
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2. Intracavitary injection of the preparation. 

Patient D. Diagnosis: 3 rd stage lung cancer, post-surgical condition. In the post-operational 
period, pleura empyema and fistula arose. Microbiologic analysis of the liquid from pleural 
cavity gave the following results: Pseudomonas aeroginosa, Staphylococcus epidermis. The 
preparation was injected intrapleurally in the amount of 25 mg per dose every other day during a 
period of 40 days. On the 40 th day, disappearance of the pathogenic flora from the liquid of the 
pleural cavity was observed. 

Patient H. Diagnosis: 2 nd stage urinary vesicle cancer T2NOMO. The condition after urinary 
vesicle resection and radial therapy. Lancinating pyelonephritis, cystitis. Intravesical injection of 
the preparation in the amount of 25 mg per dose daily during the period of 10 days led to cutting 
short pyelonephritis and cystitis. 

3. An ointment containing the preparation. 

Patient K. Diagnosis: 2 nd "b" stage right lacteal gland cancer TIN 1 MO. The condition after 
combined treatment, including surgical and radial therapies in 1998. In 1999, metastatic lesion of 
bone tissue of bone marrow was diagnosed. The condition during the application of the 4 th 
course of cytostatic polichemotharapy: navelbin, 5-fluorouracil. Along with the applied 
chemotherapy, phlebitis formed with pain on the left arm. For 5 days, the patient was subject to 
applications of troxevasin ointment, and the pain with skin hyperemia along the vein, remained. 
On the 6 th day, an ointment containing the preparation was prescribed. Hyperemia along the vein 
vanished, and the pain disappeared. 

Patient R. Diagnosis: 3 rd stage cervix uteri stump cancer T3N4MO. 

In the process of chemoradial curing: 5-fluorouracil, platidiam, distant and intracavitary radial 
therapy - frank confluent epithelitis on the mucous membrane of the cervix uteri stump formed 
in the patient. When using an ointment that contained the preparation to treat cervix uteri stump, 
a decrease in the number of occurrences of epithelitis was observed. The specific curing was 
applied continuously and was completed. After the treatment course, residual effects of unsound 
epithelitis were observed on the mucous membrane of the cervix uteri stump. 
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4. Gelatin boluses containing the preparation. 

Patient B. Diagnosis: 2 nd stage lymphosarcoma of peripheral lymph nodes. When applying 
cytostatic polychemotherapy course: endoxane, vincristine, etoposide - a small area of necrotic 
epi thelitis was observed on patient's mucous membranes of the mouth. On the 2 nd day after 
administration of gelatin boluses containing the preparation, decrease of the ulcerated area was 
observed; epithelization started in 3 days. 

Patient P. Diagnosis: 4 th stage mouth mucous membranes cancer. When applying the first half of 
chemoradial treatment: 5-fluorouracil, cisplatin, radial therapy with total focal dose of 22 Gy - 
confluent epithelitis of mouth mucous membranes formed in the patient; this fact required 
interruption of the specific treatment and applying symptomatic therapy. When using gelatin 
boluses containing the preparation, the confluent epithelitis was reduced on the 7 th day. Radial 
therapy was continued and completely finished, as planned. When applying the 2 nd half of 
chemoradial therapy, gelatin boluses containing the preparation were administered preventatively 
from the moment when specific treatment started. Even though at the moment when the 
treatment started, there were some signs of localized epithelitis on mouth mucous membranes, 
the treatment was applied continuously and as planned. After the treatment had finished: mouth 
mucous membranes hyperemia. 

5. Oral administration of a solution containing the preparation. 

Patient Z. Diagnosis: 3 rd stage cervix uteri cancer T3N x Mo. When using complex radial therapy 
(distant and intracavitary therapies), occurrences of enterocolitis developed in the patient. Oral 
administration of a solution containing the preparation with the amount-per-dose equal to 50 mg 
(lactoferrin) during a period of 7 days, helped to cut short enterocolitis. Full course of radial 
therapy was applied continually. 

Patient K. Diagnosis: 4 th stage stomach cancer T 4 MiMo, post-surgical condition. When applying 
the first half of distant radial therapy (up to total focal dose of 30 Gy), occurrences of dyspepsia, 
nausea and pains in the epigastria area were observed in the patient. Oral administration of a 
solution containing the preparation, with the amount-per-dose equal to 50 mg during a period of 
7 days cut short dyspepsia and reduced the pain. A full course of radial therapy was continually 
administered. When applying the 2 nd half of distant radial therapy (up to total focal dose of 50 
Gy), a solution containing the preparation was administered preventatively, with the amount-per- 
dose equal to 50 mg during a period of 5 days. The specific treatment did not arouse any 
reactions. 
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6. Rectal suppositories containing the preparation. 

Patient E. Diagnosis: 3 rd stage cervix uteri cancer. When applying complex radial therapy 
(distant and intracavitary therapies), occurrences of rectitis were observed in the patient. 
Applying rectal suppositories containing the preparation led to reducing the rectitis on the 3 rd day. 
A full course of radial therapy was administered continually. 

7. Eye drops and intranasal drops containing the preparation. 

Patient Y. Diagnosis: conjunctivitis: "heavy" eyelids, uncontrollable tears, photophobia, 
hyperemia and loosened mucous membrane. Applying eye drops containing the preparation led 
to reducing the conjunctivitis on the 2 nd day. 

Patient F. Diagnosis: double-sided lancinating inflammation of accessory antria of the nose. The 
patient reported the feeling of pressure in nose antria area, headache, and weak pus-mucous 
leakage from nose antria. Intranasal application of a solution containing the preparation helped 
increase the pus leakage and clear nose antria on the 7 th day. 

Thus, the claimed group of inventions corresponds with the requirement of an invention's unity, 
since the group of inventions of different kinds forms a single inventory idea, wherein one of 
each of the claimed inventions of the group is an antibacterial, antioxidant, detoxicating, 
immunomoduling and anticarcinogenic preparation containing human lactoferrin in the capacity 
of the primary active ingredient and pharmaceutically appropriate additives; this preparation is 
aimed at producing medications, and/or medications containing the preparation and 
pharmaceutically appropriate bases are aimed at realization of the other invention of the group - 
the method of preventing and/or curing diseases with the use of the preparation containing 
human lactoferrin as the primary active substance, in the capacity of antibacterial, and/or 
antioxidant, and/or anti-inflammatory, and/or detoxicating, and/or immunomoduling, and/or 
anticarcinogenic medications. 

The claimed group of inventions corresponds with the requirement of patentability, assessed 
using the criteria of novelty, inventory level and industrial usability. The claimed group of 
inventions has a set of advantages in comparison with lactoferrin-based preparations and 
methods of their application that are used presently. Namely, the preparation is biologically 
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compatible with the human organism and has a high therapeutic efficiency; the preparation is 
compatible with any pharmaceutically appropriate bases: dissolvents, ointments, and gel-forming 
substances; the preparation can be used for preparing medications aimed at curing diseases of 
different localizations; based on the preparation, medications of any concentration level can be 
prepared; the preparation is easily stored and transported; medications prepared on the base of 
the preparation can be introduced into the organism using any of the known methods: orally, 
intravenously, intracavitary, intravesically; and in the form of eye drops, inhalations, ointments 
etc.; clinical application of medications prepared on the base of the preparation enable local 
curing effects as well as curing effects throughout the whole organism; medications based on the 
preparation containing lactoferrin can be produced under the conditions of any pharmacy or 
hospital; the preparation is moderate-cost; and its clinical use is economically feasible. 
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1 . Antibacterial, antioxidant, detoxifying, immunomodulating, and anticarcinogenic 
preparation containing human lactoferrin as the primary active ingredient and 
pharmaceutically appropriate additives, distinguished by the following proportions of the 
abovementioned constituents (in wt. %): 

Human lactoferrin 1 0.0 - 90.0 

Pharmaceutically acceptable additives Balance 

2. A medication per Claim 1, distinguished by the fact that it is produced as a solution for 
intravenous injections, with the concentration of the primary active ingredient equal to 
0.01 - 0.025%. 

3. A medication per Claim 1, distinguished by the fact that it is produced as a solution for 
intracavitary or intravesical injections with the concentration of the primary active 
substance equal 0.05 - 0.3%. 

4. A medication per Claim 1, distinguished by the fact that it is produced as a solution for 
oral application with the concentration of the primary active ingredient equal to 0.01 - 
0.4%. 

5. A medication per Claim 1, distinguished by the fact that it is produced as a solution for 
treating wound surfaces, with the concentration of the primary active ingredient equal to 
0.1-0.3%. 

6. A medication per Claim 1, distinguished by the fact that it is produced as a solution for 
intranasal application or in the form of eye drops with the concentration of the primary 
active ingredient equal to 0.075 - 0.3%. 

7. A medication per Claim 1, distinguished by the fact that it is produced in the form of an 
ointment with the concentration of the primary active ingredient equal to 0.2 - 1.0%. 

8. A medication per Claim 1, distinguished by the fact that it is produced in the form of 
boluses for oral application with the concentration of the primary active ingredient equal 
to 0.2-1.0%. 

9. A medication per Claim 1, distinguished by the fact that it is produced in the form of 
suppositories for rectal or intravaginal application with the concentration of the primary 
active ingredient equal to 0.2 - 1 .0%. 

10. A medication per Claim 1, distinguished by the fact that it is produced in the form of pills 
with the concentration of the primary active ingredient equal to 1 - 5%. 
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11. A method of preventing and curing diseases using a lactoferrin-containing pharmaceutical 
composition, distinguished by the use of the preparation of Claim 1 for preventing and/or 
curing diseases and/or toxic conditions. 

12. A method per Claim 11, distinguished by intravenous injection of solution with the 
concentration of the primary active ingredient equal to 0.01 - 0.025%, in the amount of 
40-60 mg 1-2 times per day during a period of 3-10 days for preventing and/or curing 
toxicoses of various ethiology, infections, and inflammations. 

13. A method per Claim 11, distinguished by intracavitary or intravesical injections of, 
depending upon the dimension of the cavity, 50-100 ml of solution with the concentration 
of the primary active ingredient equal to 0.05 - 0.3%, 1-3 times per day during a period 
of 5-30 days for preventing and/or curing infections and inflammations in hollow organs. 

14. A method per Claim 11, distinguished by application of solution with the concentration 
of the primary active ingredient equal to 0.1 - 0.3% 2-3 times per day with exposure time 
of 1-4 hrs. during a period of 3-15 days, for detersing wounds, pus cavities and for 
accelerating granulation. 

15. A method per Claim 1 1, distinguished by the use of solution with the concentration of the 
primary active ingredient equal to 0.075 - 0.3% in the form of nasal drops, in the amount 
of 3-5 drops per nostril 5-6 times per day; or in the form of eye drops, in the amount of 1- 
2 drops per eye 3-4 times per day during a period of 3-7 days for preventing and/or 
curing of rhinitis and conjunctivitis of various etiologies. 

16. A method per Claim 11, distinguished by oral administration of solution with the 
concentration of the primary active ingredient equal to 0.01 - 0.4% in the amount of 40- 
60 mg 1-3 times per day (2 hrs. after meals) during a period of 3-15 days for preventing 
and/or curing toxic conditions and/or infections and/or inflammations of the 
gastrointestinal tract. 

17. A method per Claim 11, distinguished by oral administration of pills with the 
concentration of the primary active ingredient equal to 1-5% in the amount of 40-60 mg 
of the main active substance per time /Translator's Note: Phrase repeated in original 
document / [1-5% in 40-60 mg single doses of main ingredient], 2-3 times per day, 2 hrs. 
after meals, during a period of 3-15 days for preventing and/or curing infections and/or 
inflammations in the stomach or the intestines. 

18. A method per Claim 11, distinguished by oral administration of solution with the 
concentration of the primary active ingredient equal to 0.01 - 04%, in the amount of 40- 
60 mg once a day (2 hrs. after a meal) during a period of 30 days for preventing the 
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development of malignant growths; this preventative course should be repeated 2-3 times 
per year. 

19. A method per Claim 11, distinguished by oral administration of pills with the 
concentration of the primary active ingredient equal to 1-5%, in the amount of 40-60 mg 
once a day (2 hrs. after a meal) during a period of 30 days for preventing the development 
of malignant growths; this preventative course should be repeated 2-3 times per year. 

20. A method per Claim 1 1 , distinguished by oral administration of the preparation in the 
form of boluses containing 0.2 - 1.0% of the primary active ingredient and designed for 
slow dissolution in the mouth, in the amounts of 6-30 mg of the primary substance per 
time, for preventing and/or curing infections and/or inflammations in the mouth or the 
esophagus. 

21. A method per Claim 11, distinguished by application of the preparation in the form of an 
ointment containing 0.2 - 1.0% of the primary active ingredient, for preventing and/or 
curing infections and/or inflammations in the skin and mucous membranes. 
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(57)P*4*p«t: H3o6pereHHe othochtc* k mcahuhhc h Kacaerca aHTH6aKTepHajibHoro, 
aHTMOKCHflaHTHoro, AeroKCHiiHpyiomero, HMMyHOMO^yjiHpyiomero h 
aHTHKaHueporeHHoro npenapara. 

H3o6pereHHe 3aKJiK>Haercfl b tom, hto npenapaT coAepaorr nejioBenecKHH 
jiaKTO^eppHH b KanecTBe aKTHBKoro BemecrBa h 4>apMaueBTHHecKH npweMJieMbie 
XoSzbkh, npeAHa3HaHeHHwii ajm hspotobjichiih jieicapcTBeHHbix cpeACTB, h/hjim 
jieKapcxBeHHbie cpeflCTBa, coAepacamHe npenapaT h 4>apMaueBTHHecKH npHeMJieMbie 
hocmtcah: pacTBop ajw BHyrpn bch hoix) BBefleHHfl, pacxBop juix BHyrpHnojiocrHoro hjjh 
BHyrpHny3bipHoro bbcachvui, pacrBop am nepopajibHoro bbcachuh, pacTBop njw 
o6pa6oTKM paneBbix noBepxHOcrefi, pacrBop ajw HKrpaHa3ajibHoro npHMeHeHH* hjim b 
4>opMe rjia3Hbix xanejib, Ma3b, 6oiuocbi jinx nepopajibHoro npHMeHeHH*, cynno3nropHH 
Aiw peicrajibHoro nm HHTpaBarHHajibHoro npHMeHeHH*, Ta6jierKH. Cnoco6 
npo<j)HJiaKTHKH h/hjih jieneHHfl 3a6oiieBaHHH c Hcnojib30BaHHeM npenapara, 
coAepjKamero JiaKTO<j>eppHH HeaoBeica. H3o6pereHMe o6ecneHHBaer co3AaHne 
AOCiynHoro no ctommocth npenapara h jiexapcrBeHHMx cpeACtB Ha ero ochobc 
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AHTHBAKTEPHAJILHblH, AHTHOKCHMHTHLB&, 
HMMYHOMOAyJIHPyro^ra H AHTHKAHI^EPOrEHHLIH 
IIPEIIAPAT H CnOCOB ErO IIPHMEHEHHH 

OUHCAHHE 

5 OSjiaCTb TeXHHKH 

Tpynna H3o6pereHHH othochtcji k JieicapcTBeHHbiM npenapaTaM, co#ep>KamHM 
nojiHneirrimbi, a hmchho JiaioTxfreppHH nejiOBeica, h cnoco6aM hx npHMeHeHHH. 

IIpeAinecTByiouiHH ypoBeHb tcxhhkh 

HbBecTHa 4>aP M ^eBTHHecKaH komiio3huhh pjin jieneHHH h/hjih npo<j)HjiaicrHKH 
10 BocnajiHTejibHbix 3a6ojieBaHHfi b potoboh nonocTH, b HacraocTH a<jm)3Horo croMaTHTa, 
BbBBaHHoro xpoHHHecKHM BBeaeHHeM npoTHBOonyxojieBbix npenapaTOB, BK/nonaiomaa 
6ejioK, npHHaaneacaujHH k Kjiaccy TpaHc^eppHHOB/jiaicro^eppHHOB h 4>apMaueBTHHecKH 
noAxOA«mHM HOCHTejib (EP 0730868 Al). K npHHHHaM, npenjrrcTByioiijHM flOcrn>KeHHK) 
oimcaHHoro HHMce jiene6Horo 3<})<j)eKTa npn ncnojib30BaHHH h3bccthoh 
15 4>apMaueBTHHecKOH komtio3hi^hh, othochtch orpaHHHCHHC no accopTHMemy 
jieKapCTBeHHbix <f)opM h cnocoSaM BBefleriHH npenapaTa b opraHH3M. 

EbBecxeH TaiOKe awrHOKCH^aHTHbiH npenapa-r, BKjuonaiomHH jiaicro^eppHH h 
npeAHa3HaneHHbiH ajih BHyrpHBeHHoro bbc^chhh (KoppeiajHa roMeocra3a y 
OHKOJiorHHecKHx 6ojibHbix npenapaTOM jianpoT, "Pocchhckhh OHmnorHnecKHH acypHaji", 
20 H3fl. "MeflHijHHa 0 , N 2, 1996 r.). K npHHHHaM, nperorrcTByiomHM aocitokchhio 
onHcaHHoro hpdkc jiene6Horo 3<|)(J)eKTa, othochtch orpaHHneHHe no npHMetweMbiM 

JieKapCTBCHHbIM fyopMZM. 

HaH6ojiee 6jih3khm npenapaTOM roro ace Ha3HaneHHa k 3a*BjmeM0My H3o6pereHHK) 
no coBOKynHOCTH npn3HaKOB HBJwercH npenapaT ajih jieneHHa MectHbK ocjiOKHemm 
25 KOHcepBaTHBHoro npoTHBOonyxojieBoro jieneHH* b opo(J)apHHreajibHOH 30He (naTeHT P<J> 
N°2099065, ny6ii. 20.12.97, Bioji. JSfe35), npHHHT 3a npororan, H3BecrHbiii npenapar 
BbinojiHeH b 4>opMe acenaTHHOBbix 6ojik>cob, coaepacamnx jiaicro^eppHH hcchckofo 
MOJiOKa b KOJimecTBe 6 Mr Jiaicro^eppHHa Ha 6ojnoc. K npHHHHaM, nperorrcTByiomHM 
AOCTHaceHHK) onncaHHoro hhjkc Jiene6Horo 3<JxJ>eKra npH Hcnojib30BaHHH H3BecrHoro 
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npenapaTa, npHHjrroro 3a npoTOTHn, othochtch: 

nacTHMH cJiynaH Hcnojib3yeMOH JieKapcrBeHHofi <})opMbi; 

orpaHHHCHHH no cnoco6aM bbcashhh npenapaTa b opramoM; 

orpaHHHeHHH no noKa3aHHHM k npuMeHeHHio npenapaTa. 
5 H3BecreH cnoco6 jieneHHH h npo^ariaKTHKH hh^ckuhh, BocnajieHHH h/hjih 
onyxojieii npn noMomn jiaicro^eppHHa h/hjih jiaicro^eppHUHHa, 3aioiK)HaK>iiiHHCH b 
nepopajibHOM BBe^eHHH 4>apMai;eBTHHecKOH KOMno3Hi|Hn 5 coAep>KameH 3(J>(j)eKTHBHoe 
KOJiHMecTBO jiaKTO^eppwHa h/hjih Jiaicro^eppHUHHa b <j)opMe THApojiH3aTa (WO 
98/06425). K npHHHHaM, npenHTcrayiomHM AocraaceHmo onncaHHoro nmce jiene6Horo 
10 34)4>eKTa npH HcnoJib30BaHHH H3Becraoro npenapaTa, othochtch: 

OTcyrcTBHe flaHHbK 0 KOHKperHOM cocraBe pa3JiHHHbix jieKapcTBeHHbix <j>opM; 

ycjioBHH Hcnojib30BaHHH b Jiene6HOM npouecce jiaierotjjeppHHa KopoBbi, b to BpeMH, 
Kax H3BecTHoJ** hto jiaKTO(J)eppHH KopoBbi HBJwercH HMMyHoreHHbiM ajih nejiOBeKa, h ero 
BHyrpHBeHHoe, BHyrpHnojiocTHoe, noAKOxcHOe, BHyrpHMbiineHHoe npHMeHeHHe 

15 H8B03 MOXCHO, TaK KaK AatfCe B HH3KHX A03aX OHO MOKCT BbI3BaTb ajIJieprHHCCKHH IDOK, 

HaH6ojiee 6jih3khm cnoco6oM Toro ace Ha3HaneHHH k 3aHBjiaeM0My H3o6pereHHio 
no coBOKynHOCTH npH3HaKOB HBjmercH TepaneBranecKoe npHMeHeHHe jiaicro(J)eppHHa 

RJW np04>HJiaKTHKH HJIH JIQHQHVLR HH<j)eKIJHOHHbIX 3a60JieBaHHH, BbI3BaHHbIX 

rpaMnojio»cHTejibHbiMH naTorembiMH 6aicrepHHMH. B cootbctctbhh c H3BecTHbiM 
20 cnoco6oM jiaiero^eppHH npHMeHHioT b (fropivie >khakofo npenapaTa, TBepAoro npenapaTa, 
HMMo6miH30BaHHbiM hjih aACop6npOBaHHbiM Ha HHepraoM HOCHTejie (EP 0753308 A2), 
npHHOT 3a npoTornn. K npHHHHaM, nperiHTCTByiomHM AocrHxceHHio ormcaHHoro Hnace 
jieHe6Horo atJxJjeKTa npH Hcnojib30BaHHH H3BecrHoro npenapaTa, othochtch 
orpaHHHeHHocTb oGjiacra npHMeHeHHH jieneHHeM HH^eKUHOHHbix 3a6ojieBaHHH, 
25 Bbi3BaHHbix onpeflejieHHHM bhaom naToreHHbix MHKpoopraHH3MOB 

(rpaMnOJIOmHTejIbHbK), JIOKajIbHblH CnOCo6 B03AeHCTBHH H HeB03MO)KHOCTb 
HCnOJIb30BaHHH RJW BHyTpHBeHHOrO BBeACHKH b opramraM. 

PacKpbiTHe H3o6peTeHu» 

3aHBJineMaH rpynna H3o6pereHHH HanpaBJiena na pemeHHe eAHHoii 3aaaHH - 
30 co3AaHHH AOcnynHoro no ctohmocth npenapaTa h JieKapcrBeHHWX cpeACTB na ero 
ocHOBe, 66jiaAaioiAHx aHTH6aierepHajibHbiM, aHTHOKCHAaHTHbiM, AeroKCHUHpyiouiHM, 
npoTHBOBOcnanHTejibHbiM, HMMyHOMOAyjiHpyioiDHM h aHTHKaHueporeHHbiM AeiicTBHeM, 
npnroAHbix KaK j\m jioKaJibHoro npHMeHeHHH, TaK h a^h bo3a^hctbhh Ha opraHH3M b 
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ijejioM, a TdJOKG KOHicperHbix cnoco6oB npHMeHeHHH JieKapCTBeHHbix <j>opM ahh 
npo^HJiaKTHKH h/hjih jieneHHJi uejioro psma 3a6ojieBaHHH h naTOJiorHnecKHX 
coctohhhh. Hcnojib30BaHHe b ^apMaueBTHHecKoii h KjiHHHHecKofi npaionKe 
3aHBjweMoro npenapaTa h cnoco6oB ero npHMeHCHHH no3BOJiaer Aocranb HeacojibKHX 
5 TexHHnecKHx, jiene6Hbix h skohomhhcckhx pe3yjn>TaTOB: 

npenapaT 6hocobm6Cthm c opraHH3MOM nejiOBeKa h TepaneBTHHecKH 

BbICOK03<J)<j)eKTliBeH; 

npenapaT coBMecrHM c jiioGmmh <J)apMaueBTOHecKH npiiroAHbiMH ho chtcjihm h \ 
pacrBopifrejiHMH, m33hmh, ^cejieo6pa3yiomHMH BemecrBaMH, HanojiHHTejwMH; 
10 npenapaT npuroAeH Rim H3ixm)BjieHHfl JieKapCTBeHHbix cpe^crB, npeAHa3HaneHHbix 
AJifl jieneHHH 3a6ojieBaHHH pa3JiHHHofi jiOKaiiH3anHH; 

Ha ocHOBe npenapaTa Moryr 6brrb M3roTOBjieHbi JieKapcrBeHHwe cpeACTBa Jno6oii 
Tpe6yeMon KOffijeinpauHH; 

npenapaT yAo6eH b xpaHeHHH h TpaHcnopTHpoBKe* 
15 JieKapcrBeHHwe cpeACTBa, mroTOBJieHHbie Ha ocHOBe npenapaTa, Moryr 6bm> 
BBe^eHbi b opraHH3M npaKTHHecKH juo6biM H3 H3BecrHbix cnoco6oB: nepopajibHO, 
BHyrpHBeHHO, BHyrpHnojiocTHO, BHyTpHny3bipH0, b BHflfi rjia3Hbix Kanejib, HHrarumHH, 
Ma3ew h AP 

Hcnojn>30BaHMe b kjihhhhgckoh npaKTHKe JieKapCTBeHHbix cpeACTB, H3roTOB ji eHHbix • 
20 Ha ocHOBe npenapaTa, no3BOjmer ocymecTBjiOTb Kan JioKanbHoe B03AeiicTBHe, Tax h Ha 
opraHH3M b acjiom; 

npenapaT AOCiyneH no ijeHe, ero npHMeHenne b jiene6HOH npaKTHKe 
3K0H0MHHecKH onpaBAaHO. 

YKa3aHHbie eAHHwe TexHunecKne, jiene6Hbie h 3K0H0MHHecKHe pe3yjibraTbi npn 

25 ocymecTBJieHHH rpynnbi H3o6pereHHH no oG^eioy npenapaT AOcraraiOTCH 3a cner toid, 
hto Tax ace, KaK H3BecTHbiH npenapaT %nsi jieneHHH MecrHbix ocjiokhchhh 
KOHcepBaTHBHoro npoTHBoonyxojieBoro jieneHiw b opotj)apHHreanbHOH 30He, 
3aHBJiKeMbifi npenapar coAepacHT jiaKTO(J)eppHH nejiOBeica b KanecrBe aicrHBHoro 
BeiqecTBa h <J)apMaueBTHHecKH npneMjieMbie Ao6aBKH. Oco6eHHpcn> 3aaBjmeMoro 

30 npenapaTa 3aKJH0Haerca b tom, hto oh HMeer cocraB: JiamxxJjeppHH nejiOBeKa 10,0% - 
90,0%, (J) ap m aueBTHMecKH npneMJieMbie AoSaBKH - ocrajibHoe, h npeAHa3HaneH jijix 
H3roroBJieHHH JieKapCTBeHHbix cpeACTB, coAep>KamHx npenapaT h 4>apMaueBTHHecKH 
npweMJieMbie HOCHTejiH, ajw BHyrpHBeHHoro, hjih BHjrrpHnojiocTHoro, hjih 
BHyTpHny3bipHoro, hjih nepopajibHpro BBeAeHHH, hjih jyia HHTpaHa3ajibHoro 
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npHMeHeHHa, hjih b (J)opMe raa3Hbix Kanejib, hjih b (J)opMe Ma3H, hjih b <j)opMe 6ojik>cob 
Ajih nepopajibHoro npHMeHeroui, hjih b (j)opMe TaSjieroic ajw nepopajibHoro 
npHMeHeHHH, hjih b $opMe cynno3HTopHeB jjjm peicrajibHoro hjih HHTpaBarHHajibHoro 

np HM6H6HHH. 

5 npH 3tom KOHKperHbie jieKapcTBeHHbie cpeACTBa HMeioT cjieflyromHfi cocraB: 

pacTBop jyix BHyrpHBeHHoro bbcjichhh c KOHueHTpaimeii ochobhopo 
AeHcrreyiomero BemecrBa 0,01 - 0,025%; 

pacTBop ajw BHyrpHnojiocTHoro hjih BHyrpHny3bipHoro BBeAeHHJi c 
KOHi^eHTpauHefi ocHOBHoro AeHcTByioinero Bemecraa 0,05 - 0,3%; 
10 pacTBop flflH nepopajibHoro bbqrqhwx c KOHJueHTpauneH ochobhoix) ACHCTByiomero 
Bei^ecTBa 0,01 - 0,4%; 

pacTBop aim o6pa6oTKH paneBbix noBepxHocrew c KomjejnpaijMeH ochobhoix) 
AeiicTByK)iiiiero.BemecTBa 0,1 - 0,3%; 

pacTBop Ann HHTpaHa3ajibHoro npHMeHeHHH hjih b <j)opMe rjia3Hbix Kanejib c 
15 KOHi^eHTpauneH ocHOBHoro AeficTByiomero BemecrBa 0,075 - 0,3%; 

Ma3b c KOHi^eHTpai^HeH ocHOBHoro AeHCTByiomero BemecTBa 0,2 - 1,0%; 
6ojiK)Cbi ajw nepopajibHoro npHMeHerow c KOHueHTpaijHeH ochobhopo 
AeficTByiomero BemecTBa 0,2 - 1,0%; 

cynno3HTOpHH aji* peicrajibHoro hjih HHTpaBarHHajibHoro npHMeHeHHH c 
20 KOHi^eHTpai^eii ochobhoh) AeHCTByiomero BemecrBa 0,2 - 1,0%; 

Ta6jierKH c coAep>KaHHeM ochobhopo AeiiCTByiomero BemecrBa 1 - 5%. 
yica3aHHbie eAHHbie TexHHnecKHe, JieHe6Hbie h SKOHOMHHecKHe pe3yjibTaTbi npn 
ocymecTBJieHHH rpynnw H3o6pereHHH no o6beioy cnoco6 npHMeHeHHa AOcraraioTCH 3a 
cner Toro, hto 3aaBjiHeMbm cnoco6 tsk >Ke, KaK H3BecrHbiH cnocoS npo(|)HjiaKTHKH hjih 
25 JieneHH* BocnajiHTeJibHbix h HH^eKunoHHbix 3a6ojieBaHHH, tokchhcckhx cocto^hhh, 
ocymecrrBJunoT npn noMomn (JrapMaijeBTHHecKOH . KOMno3HUHH, coAepacaujeii 
jiaicro^eppHH. OcoSeHHOcrb 3aaBjweMoro cnocoSa 3aKjnoHaerca b tom, hto pjw 
npo4)HjiaicrHKH h/hjih jieneHHH 3a6ojieBaHHH Hcnojib3yK)T npenapaT, coAepacamHH 
jiaiero4>eppHH nejioBeica b icanecrBe ochobhoto AeHCTByiomero BemecrBa, h/hjih 
30 jiexapcTBeHHwe ^opMbi, raroroBjieHHbie Ha ocHOBe npenapara, b KanecrBe 
aHTH6aKTepHajibHbix h/hjih aHTHOKCHAaHTHbix, h/hjih npOTHBOBOCnajIHTejIbHbDC, h/hjih 
AeroKCHunpyioiAHX, h/hjih HMMyrioMOAyjinpyioiAHx, h/hjih aHTHKaHijeporeHHbix 

CpeACTB. 

fljw ocyiAecTBJieHHH jiene6HOPo npouecca JieKapcTBeHHbie cpeACTBa, coAepacamne 
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npenapaT, bboaht b opramoM b cjieAyiomnx KomjeHTpauHHx h A03ax: 

AJIH IlpO(|)MJiaj€THKH h/hjIM JieneHHH TOKCHK030B paanHHHOH 3THOJI0rHH, HH(J)eKIJHH, 

BOcnajieHHH npHMeraiOT BHyrpHBeHHoe BBefleHHe pacreopa c KOHijempauHeH ocHOBHoro 
AeiicTByiomero BemecrBa 0,01 - 0,025%, b pa30BOH A03e 40 - 60 Mr, 1 - 2 pa3a b AeHb b 
5 TeneHHe 3-10 AHefi; 

Ann npo4)HJiaKTHKH h/hjih JieneHHH HH^eKUHH, Bocnaji6HMH b nojibix opraHax 
npHMeHHioT BHyrpnnojtocTHoe hjih BHyTpwny3bipHoe BBeaeHHe pacreopa c 
KOHueHTpaqHeii ochobhoh) AeiicTByiomero BemecrBa 0,05 - 0,3% b KOjinnecTBe 50 - 100 
mji, b 33BHCHMO cth ot o&beMa nojiocTH, 1-3 pa3a b AeHb b reneHHe 5-30 AHen; 
10 oHHiAeHiw paH, raoHHbix nojiocreH n ycicopeHHH rpaHyjinmiif npHMeHHiOT 

pacrBop c KOHueHrpaimeii ocHOBHoro AencrByio mero BemecrBa 0,1 - 0,3%, 2 - 3 pa3a b 
AeHb npH 3Kcno3HUHH 1-4 nac& b TeneHHe 3-15 AHefi; 

AJW Iipo4>HJiaKTHKH H/HJIH JieneHHH pHHHTOB H KOHT>K)HKTHBHTOB pa3JIHMHOH 

3THOJioniH npHMeHHiOT pacrBop c KOHuempauHeH ocHOBHoro ACHCTByioiAero BemecrBa 
15 0,075 - 0,3%, b BHAe Kanejib b hoc 5 - 6 pa3 b AeHb no 3 - 5 Kanejib b KaacAyio ho3apk> 

hjih b BHAe rjia3Hbix Kanejib 3-4 pa3a b AeHb no 1 - 2 Karuie b Kaa<AbiH rjia3, 

cootb ercTBeHHO, b TeneHHe 3-7 AHen; 

AJW npo4)HJiaKTHKH h/hjih JieneHHH tokchhcckhx coctohhhh, HH^eio^HM h/hjih 

BOcnajieHHH b opraHax HcenyAOHHo-KHineHHoro Tpaicra npHMeHHK>T BHyrpb pacrBop c 
20 KOHijeHTpaijHeH ochobhoto AeHcrsyiomero BemecrBa 0,01 - 0,4%, b pa30Boii A03e 40 - 

60 Mr 1 - 3 pa3a b AeHb nepe3 2 naca nocjie eAH b TeneHHe 3 - 15 AHen; 

AJih npo4)HJiaicTHKH b 03H hkh o b e h hh 3JioKaHecTBeHHbix onyxojiefi npHMeHHiOT 

BHyrpb pacrBop c KorajeirrpauHeH ochobhoix) AeficrByiomero BemecrBa 0,01 - 0,4%, b 

pa30BOH A03e 40 - 60 Mr 1 pa3 b AeHb nepe3 2 naca nocjie eAbi b TeneHHe 30 ahch; icypc 
25 npo^HJiaKTHHecKoro npneMa npBTopHKrr 2-3 pa3a b toa; 

AJw npo(J)HJiaKTHKH h/hjih JieneHHH hh^ckuhh h/hjih BOcnajieHHH b acenyAKe h 

KHinenHHKe npHMeHHiOT Ta6jiericH c coAepacaHneM ochobhoto AeflcTByiomero BemecrBa 

1 - 5%, b pa30BOH A03e 40 - 60 Mr ochobhoix) BemecrBa 2-3 pa3a b AeHb nepe3 2 naca 

nocjie eAbi b TeneHHe 3-15 AHen: 
30 juw npo$HjiaKTHKH bo3hhkhobchhh 3noKanecTBeHHbix onyxojiefi npHMeHHior 

BHyrpb Ta6jierKH c coAepacaHHeM ochobhoto AeficrByiomero BemecrBa 1 - 5%, b pa30Bofi 

A03e 40 -60 Mr ochobhoto BemecrBa 1 pa3 b AeHb nepe3 2 naca nocjie eAbi b TeneHHe 30 

AHen; Kypc npo^KnaKTHHecKoro npneMa noBTopHK)T 2 - 3 pm b toa; * 

Ann npo4>HJiaicTHKH . h/hjih "JieneHHH HH^eiojHfi h/hjih BOcnajieHHH b potoboh 
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noJiocTH h/hjih nnmeBOAe npHMeraiOT 6ojuoch, npeAHa3HaneHHbie ajih MeAJieHHoro 
paccacwBaHHa b potoboh nojiocra, c KOHuempauHeii ocHOBHoro AeiicTByiomero 
BemecTBa 0,2 - 1,0%, b pa30Boii A03e 6 - 30 mt ocHOBHoro BemecTBa; 

AJia npo(j)HjiaKTHKH h/hjih jieneHH* HH^eiojHH h/hjih BOcnajieHHH kohch h 
5 cjiH3HCTbix npHMeHXK)T Ma3H c KOHueHTpauHeii ocHOBHoro AencTByiomero BemecTBa 0,2 

-i,o%; 

-flJIH npO^HJiaKTHKH H/HJIH JieneHHH HHtfreicijHH H/HJIH BOCnaJieHHH B npflMOH KHfflKe 

h/hjih b uepBHKajibHOM KaHajie npHMeHmoT cynno3HTopHH c KomjeHTpauneH ochobhoo) 
AeiicTByiomero BemecTBa 0,2 - 1,0%, b pa30Bofi A03e 2 - 10 mt ocHOBHoro semecrBa 5-6 
10 pa3 b aeHb nyreM BBeAeHHa cynno3HropHH b npaMyio khluky h/hjih HHTpaBarHHajibHo 

COOTBeTCTBGHHO. 

CymHOCTb H3o6pereHH« 3aKJUOHaercH b oneAyiomeM. 3aHBJiaeMbiH npenapaT 
coAepncHT b KanecTBe ochobhopo AeiicTByiomero BemecTBa jiaicro(j)eppHH nejioBeica, 

H3BeCTHbIH CBOHM aHTH6aKTepHaJIbHbIM, aHTHOKCHAaHTHWM, ACTOKCHIJHpyiOUIHM, 

15 npoTHBOBocnajiHTejibHbiM h HMMyHOMOAyjinpyioiijHM achctbhcm. JIaicro(J)eppHH 
HejiOBena mojkct 6brn> BbiAejieH H3 KeHCKoro MOJioxa h Apyroro 6HOJioraHecicoro 
MaTepnajia nejioBeica, a TaioKe nojiyneH reHHO-HHaceHepHbiM hjih TpaHcreHHbiM 
cnoco6aMH. Ochobhmm cymecrBeHHbiM otjikhhcm 3aaBJiHeMoro npenapaTa ot Bcex 
paHee H3BecrHbix jietcapCTBeHHbix cpeACTB, coAep^caimoc jiaKrotfceppHH, HBjmerca to, hto 

20 oh npeAcraBjwer co6oh KOHijeHTpaT b (J>opMe nopoinKa, coBMecTHMbin c jno6biMH 
4>apMaueBTHMecKH npnroAHbiMH hochtcjwmh. Bbicoicaa creneHb ohhctkh JiaKro<j)eppHHa, 
BxoAHiAero b cocraB npenapaTa, a TaioKe onTHMajibHO onpeAejieHHoe cooTHomeHne 
aKTHBHoro BemecTBa h (JmpMaijeBTHHecKH npneMjieMbix Ao6aBOK oSecnenHBaer 
HaAexcHocrb h 6e3onacHocrb ero npHMeHeHHH b jicmc6hom npouecce. 3aHBjineMbie 

25 npeAenbi KOHu,cHTpaijHH jiaicro^eppHHa b npenapaTe no3BOJiHiOT coxpaHHTb 

JiaKTO^eppHH B HaTHBHOM COCTOHHHH, T.C B COCTOHHHH MaKCHMdJIbHOH 

4)H3HOJiorHHecKoft aKTHBHOCTH. IIpenapaT HBjinercH hcxoahmm npoAyicroM pjw 
npnroTOBjiCHHH nepeHHCJieHHbix Bbiiue jieicapcrBeHHbix cpeACTB. Kojikhcctbo 
jiaicro<i>eppHHa b pa3JiHHHbix (JjapMaLjeBTHnecKH npHTOAHbix HOCHTejwx crporo 

30 AerepMHHHpOBaHO B KattflQH JICKapCTBeHHOH <j)OpMe B 3aBHCHMOCTH OT Heo6xOAHMOCTH 

coxpaHeHHH rjiHKOnporeHAa b 4)H3HOjiorHHecKH aKTHBHOH 4>opMe, a TaioKe or 
Ltejiecoo6pa3HocTH BBeAeHra b jieKapcrBeHHyio $opMy onpeAejieHHbix KOJinnecrB stofo 

4>H3HOJlOrHHeCKH aKTHBHOrO BemeCTBa. H3 SKCnepHMeHTajIbHblX H KJIHHHHCCKHX AaHHblX 

H3BecTHO, hto HMeioTca npeAejibHbie A03bi jiaicro^eppHHa neflOBeica (kbk pa30Bbie, Tax h 
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KypcoBbie), HHHce Koropbix npenapaTbi Ha ero ocHOBe He 3<|)<j)eKTHBHbi, a Bbnne - Moryr 
BbBbmaTb cepbe3Hbie no6oHHbie peaicijHH. OirrHMajibHbie A03H BBeACHHH JiaKTo<J)eppHHa 

onpeflejieHbi b 3aHBjineM0M cnoco6e npHMeHeHH*. 3aflBJieHbi Taicace icypcoBwe A03bi 

jieKapCTBeHHbix cpejjcrB, H3roTOBjieHHbix Ha ocHOBe npenapaTa, coflep>icaineix> 
5 jiaicro4)eppHH HenOBeKa, Koropwe ijejiecoo6pa3Ho npHMeHHTb npH . pa3JiHHHbix 

naTOJiorHHecKHx coctohhhhx. B 3aBHCHMocrH ot 3a6aneBaHH>! h cnocoSa BBe^eHMH ohm 

BapbwpyioT, ho b to aee BpeNw HMeiOT onpeA&neHHbie npeaejibi. 

IIpOMblinjieHHafl npHMCHHMOCTB 

3aHBjweMbiS npenapaT, a Taicxce jieKapcrBeHHbie cpeACTBa, H3roTOBjieHHbie Ha ero 
10 ocHOBe, npomjiH KjiHHHnecKHe HcnbrraHHa. O BbicoKoii jiene6HOH a^^eicrHBHOCTH 
npenapaTa cBH^erejibCTBytoT cjieAyiomHe KjiHHHHecKHe npHMepw ero npHMeHeHHa. 
1 . BHyrpHBeHHoe BBe^eHHe. 

BojibHOH K. ^HarH03: pax acejiyAKa, cocroaHHe nocjie cy&roraJibHOH pe3eiajHH 
xcejiyflKa, BHyrpHnojiocrHoro BBe^eHHH 5-4>Topypamina b MHKpoc^epax. 

15 ConyrcTByiomHe 3a6ojieBaHHa: acejiHeicaMeHHaa 6ojie3Hb, aHeBpH3Ma aopTbi. B 
nocjieonepaijHOHHOM nepHOAe y 6ojibHpro pa3BHjica tokchhcckhh renaTHT. Ilocjie 3- 
Kparaoro BHyrpHBeHHoro bbgachhh npenapaTa (pa30Baa fl03a 50 mt, KypcoBan 150 Mr) 
BbiflBjieHo: cHiwceHHe ypOBHH o6mero h npnMoro 6njiHpy6HHa b cbmopOTKe kpobh 
108/86 MKMOJib/ji — > 8,55/4,1 mkmoWji. Tokchhcckhh renaTHT KynnpoBaH. 

20 BojibHofi II ^H'arH03: nepBHHHO-MHoacecTBeHHbiH CHHxpoHHbiii pax; ueHTpajibHbiw 
paK h/aojih jieBoro Jiencoro T2NxMO, paK cpeAHeii TperH nnmeBOAa T2NxMO. 
. npenapaT bboahjih BHyrpHBeHHO nepeA KypcoM jiyneBoro jieneHiw. nocjie 3-Kpa™oro 
BBefleHHa (pa30Baa A03a 50 mt, KypcoBaa 150 mt) cy6T>eKTHBHo orMenajiocb yMeHbineHHe 
npoHBjieHHH paKOBoro TOKCHK03a, yMeHbineHHe cjiaSocra, noHBJieHne annernra. 
. 25 nocjie^yiomee jiyneBoe jieneHHe (no cxeMe AHHaMnnecKoro (JjpaiojHOHHpoBaHHfl ao3m ao 
COfl 32 Tp) 6e3 jiyneBbk peaicuHH. 

BojibHOH JI. ^HarH03: pax tojictoh khuikh III craAHH. CocroHHHe nocjie 
XHpyprHnecKoro jieneHH*. B nocjieonepaimoHHOM nepnoAe KanoBbiii nepHTOHwr, cencHC, 
nojiMopraHHan HeAOcraTOHHOCTb. BojibHOMy npoBOAHJiacb . aHTH6aicrepHajibHaa h 

30 npOTOBOBOcnajikrejibHaH Tepanan 6e3 nojioxarrejibHOH AHHaMHKH. flonoJiHeraie 
TpaAHUMOHHoii TepanHH BHyrpHBeHHbiM BBeAeHneM npenapaTa (pa30Baa fl03a 50 mt, 
KypcoBaa A03a 150 mt) h npoMbmaHHe 6pK>inHOH nojiocro npenapaTOM conpoBoacA&nocb 

nOJI05KHTejIbHOH AHHaMHKOH, HOpMajIH3aUHefl 6hOXHMHHCCKHX H MOp<j)OJ10rHHeCKHX 
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noKa3aTejieH kpobh. rHOHHo-cenrHHecKHe npoueccbi KynHpoBaHbi b pe3yjibTare 
jieneHKH. 

2. BHyrpHnojiocTHoe BBe^eHwe npenapaTa. 

BojibHoS fl^arH03: paK jiencoro in craAHH, coctokhhc nocjie XMpyprnnecKoro 
5 jieneHHH. B nocjieonepaunoHHOM nepHOA© SMnneMa nneBpbi, cbhia. 
MHKpo6HOJiorHHecKHM aHajiH3 hchakocth H3 ruieBpajibHOH nojiocxH: Pseudomonas 
aeroginosa, Staphylococcus epidermis. IIpenapaT bboahjih BHyrpHimeBpaJibHO b TeneHHe 
40 AHefi nepe3 A^Hb b pa30BOH A03e 25 Mr. OrMeneHO Hcne3HOBeHHe. naToreHHOH (jxnopw 
b >khakocth H3 njieBpajibHoK nojiocra Ha 40 AeHb Ha6jnofleHH^. 
10 BojibHOH X. ^HarH03: paK MoneBoro ny3bipa n craAHH T2NOMO: CocroflHwe 
nocjie pe3eici^HH MoneBoro ny3bipa, jiyneBOH TepanHH. OcrpbiS rmejioHe^pHT, uhctht. 
BHyrpHny3bipHoe BBeAeHHe npenapaTa b pa30BOH A03e 25 mt eaceAHeBHO b TeneHHe 10 
AHeK npHBejio KJcynnpoBaHHio hbjichhh nHejiOHe<j>pHTa, uHCTifra. 

3. Ma3b, coAepacamaa npenapaT. 

15 EojibHa^ K. JSpuLrno3: pan npaBofi mojiohhoh ^cejie3bi 116 cra^HH, T1N1MO. 
CocroaHHe nocjie KOM6HHHpoBaHHoro noHQnm: XMpyprmecKoe h jiyneBaa Tepaniw b 
1998 r. B 1999 roay AHarHOcrapoBaHo MeracraTHHecKoe nopaaceHwe kocthoh TKaaw, 
KOCTHoro M03ra. CocroHHHe b npoijecce npoBeAeHHa 4 Kypca EKT: HaBejib6HH, 5- 
(frropypaijHji. Ha <j)OHe npOBOAHMoii xHMHOTepanHH y 6onbHOH pa3Bnnc« $jie6HT c 

20 6ojieBbiM chhapomom Ha JieBOfi pyxe. B TeneHHe 5 AHeii 6ojibHOii npoBOAHjiH 
annjiHKauHH c TpoKceBa3HHOBOH Ma3bio. OflHaKO coxpaHJuica 6ojieBoii chhapom c 
ranepeMHeH kotkh no xo^y BeHbi. Ha 6-oh AeHb Ha3HaneHa Ma3b, coAepacamaa npenapaT. 
THnepeMHH no xoAy BeHbi Hcne3Jia. EojieBoi* chhapom KynnpoBaH. 

EojibHan P. ^HarH03: paK Kyjibra meiiKH MaTKH HI craAHH. T3N4MO. 

25 B npouecce npoBeAeHH* XHMHOJiyneBoro jieneHHa: 5-<jrropypauHJi, njiaTHAHaM, 
AHCTaHUHOHHan h BHyrpHnojiocTHaa jiyneBaa Tepannn, y 6oJibHofi pa3BHJicn 

Bblpa^ceHHblH CJIHBHOH 3IIHTeJIHHT Ha CJ1H3HCT0H KyJIbTH III eft KM MaTKH. HpH 

npHMeHeHHH Ma3H, coAepncameii npenapaT ah* o6pa6oTKH Kyjibra uiefiKH MaTKH, 
oTMeneHO yMeHbineHHe npoflBjiemiH snHTejiHirra. CneijH^HHecKoe JieneHHe 6bmo 
30 npoBeAeHO 6e3 nepepwBa h 3aBepweH0 b noiiHOM o&beMe. IIo OKOHnaHHH jieneHHa Ha 

CJIH3HCTOH KyJIbTH UiefilCH MaTKH OCTaTOMHbie HBJieHHfl CJia6o Bbipa»ceHHOrO 3nHTejlHHTa. 

4. ^CejiaTHHOBbie 6ojnocbi, coAep>KamHe npenapaT. 

Eojp>Haa E. fljiarH03: JiHM^ocapKOMa nepn^epHHecKHx jiHM(j)oy3JiOB H craAHH. 
Ilpn npOBeACHHH Kypca EKT: SHAOKcaH, bhhkphcthh, 3rono3HA, y 6ojh>hoh cmieMeHO 
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B03HHKHOBCHH6 He60J!bUIOrO yHaCTKa HeKpOTHHeCKOIX) 3nHTeJlHHTa Ha CJIH3HCTOH 

nojiocra pTa. IIpH npHMeHCHMH >KejiaTHHOBbix 60JUOCOB, coAepxcamHx npenapaT, 
OHHuoieHHe H3T>fl3BjieHHoro ynacTKa Ha 2 AeHb, Hanano 3nHTejiH3auHH nepe3 3 aha. 
EojibHOH IL ^arH03: paK cjih3HCtoh nojiocra pra IV craAHH. 
5 IIpH npoBeAeHHH 1-oh nojiOBHHbi XHMHOJiyneBoro jieHemw: 5-<jm>pypamui, 
UHcruiaTHH, jiyneBan Tepanna COR 22 Tp, y 6ojibHoro pa3BHJicn cjihbhoh snnrejiKHT 
CJIH3HCTOH nojiocTH pTa, HTO noTpe6oBa^o npeKpameHra cneijH(j>HHecKort> jieneHHfl h 
npoBeAeHHH CHMirroMaTHHecKOH TepanHH. IIpH npHMeHeroiH acejiaraHOBbix Gojdocob, 
coAepKamHx npenapaT, KynnpOBaHHe cjiHBHoro sni-rrejiHHTa Ha 7 AeHb. JlyneBaa 
10 TepanHH npoAOJiaceHa h 3aBepuieHa b 3anjiaHHpOBaHHOM o&beMe. IIpH npoBeAeHHH 2-ofl 
nojiOBHHbi xHMHOJiyneBoro jieneHHH acejiaTHHOBbie 6ojuocbi, coAepaeamHe npenapaT, 
npHMeHHJiH npo4)HJiaicrHMecKH c Hanajia npoBeAeHHH cneuH<j)HHecKoro jieneHHH. 
HecMOTpn Ha^HMeioiAHeoi k momchty Hanajia JieneHHH npH3HaKH ocrpoBKOBoro 
3nHTejiHHTa Ha cjih3hctoh nojiocTH pTa, jieneHHe npoBeAeHO 6e3 nepepbiBOB b 
15 3annaHHpoBaHHOM o6*beMe. Ilo OKOHHaHHH jieneHHa: rnnepeMHH cjih3hctoh nojiocrn pTa. 

5. IlepopajibHbiH npneM pacrBopa, coAep>*camero npenapaT. 

BojibHan 3. flHarH03: paic ineihcH MaTKH. DI craAHH T 3 N x Mo. IIpH npoBeAeHHH 
coneraHHoro jiyneBoro (AHcramjHOHHoro h BHyrpHnojiocrHoro) jieneHHH y 6ojibHoii 
pa3BHjiHCb HBjieHHH 3 HTepo ko JiHTa. IlepopajibHbiH npneM pacTBopa, coAep>Kamero 
. 20 npenapaT, b pa30Boii A03e 50 mt (no jiaKro<f)eppHHy) b TeneHHe 7 AHeii cnoco6crBOBaji 
KynnpoBaHHio SHrepoicojiHTa. JlyneBa^ Tepanra 6e3 nepepbiBa b nojiHOM o&beMe. 

BojibHan K. fl>iarH03: pan acejiyAKa IV crraAHH T4M1M0, cocroHHHe nocjie 
xHpyprnMecKoro jieneHH*. Ilpn npoBeAeHHH 1-h nojiOBHHbi AHcraHUHOHHoH jiyneBOH 
TepanHH ao CO# 30 Tp y 6ojibHOH orMeneHbi HBjieHHH AHcnencHH, rouiHOTbi, 6ojih b 
25 o6jiacrH snaracrpHH. IlepopajibHbiH npneM pacTBopa, coAepacamero npenapaT, b pa30Boii 
A03e 50 mt b TeneHHe 7 AHeii KynnpoBaa AHcnencmo, yMeHbiintn 6ojicboh chhapom. 
JlyneBan TepanHH 6e3 nepepbiBOB 3aBepuieHa b npjiHOM o6i>eMe. IIpH npoBeAeHHH 2-oh 
nojiOBHHbi AHcraHUHOHHOit jiyneBOfi TepanHH ao COfl 50 Tp pacrBop, coAepacamHii 
npenapaT, npHMeHHjiH npo<|>HJiaKTHHecKH b pa30BOH A03e 50 Mr b TeneHHe 5 AHen. 
. 30 Cnei*H<i)HHecKoe jieneHHe 6e3 peaiojHH. 

6. PeicraJibHbie cynno3HTOpHH, coAepacamHe npenapaT. 

BojibHan E. flnarHoa;: paK ineihcH MaTKH DI craAHH. IIpH npoBeAeHHH coneraHHOH 
(AHcraHijHOHHOH h BHyTpHnojiocTHoS) JiyneBOH TepanHH y 6ojibHOH OTMeneHbi HBjieHHH 
peKTHTa. IIpHMeHeHHe peicrajibHbix cynno3HropHeB, coAepacamnx npenapaT, npHBejio k 
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KynHpOBEHmo peKTHTa Ha 3 AeHb. JlyneBaa Tepanra npOBeAeHa 6e3 nepepbma b nojmoM 
o6T>eMe. 

7. Tjia3Hbie h MHTpaHa3ajibHbie KaruiH, coAepacamne npenapar. 

EojibHaa SL #HarH03: KepaTOKOHbiOKTHBifr: THHcecrb BeK, cjie30TeneHHe, 
5 CBero6oH3Hb, rnnepeMH* h pa3pbixjieHHOCTb cjih3hctoh o6ojiohkh. IIpHMeHeHHe 
rjia3Hbix Kanenb, coAepjKamwx npenapaT, npHBejio k KynnpoBaHHio KOtrbioicrHBHTa Ha 2- 
h AeHb. 

BojibHan C. #HarH03: AsyxcropoHHee ocrpoe BOcnaneHHe npHAaTOHHbix na3yx 
Hoca. 5Kajio6bi Ha nyBCTBo AaBJieHHH b o6jiacrH na3yx Hoca, rojiOBHan 6ojib, cjia6oe 
10 cjiH3HcrorHOHHoe oTAejieHHe H3 na3yx Hoca. HHTpaHa3anbHoe npHMeHeHne pacrsopa, 
coAep^camero npenapaT, cnoco6cTBOBajio yBejinneHHio raoHHoro oTAejraeMoro h 
OHHiAeHHK) na3yx Hoca Ha 7-h j\tm>. 

TaKHM o6pa30M, 3aaBJiHeMa*i rpynna H3o6pereHHH cooTBercrByer Tpe6oBaHHio 
eAHHCtBa H3o6pereHra, noocojibicy rpynna pa3HOo6i>eKTHbix H3o6pereHHH o6pa3yer 
15 eAHHbiii H3o6peraTejibCKHH 3aMbiceji, npnneM oahh H3 3aaBjweMbix o6i>eKTOB rpynnbi - 

aHTH6aKTepHajIbHbIH, aHTHOKCHAaHTHblH, AeTOKCHl^HpyiOUIHH, HMMyHOMOAyJIHpyiOmHH 

h aHTHKaHueporeHHbifi npenapaT, coAepxcamnH jiaiero^eppHH nejiOBeica b KanecrBe 
ocHOBHoro AeScTByioiAero BemecrBa h <J>apMaijeBTHHecKH npneMJieivibie Ao6aBKH, 
npeAHa3HaneHHbiH pjw H3roTOBjieHH# jieKapcrBeHHbix cpeACTB, h/hjih neKapcrBeHHbie 

20 cpeACTBa, coAepacamHe npenapaT h (j)apMaueBTHnecKH npneMJieMbie hochtcjih, 
npeAHa3HaneH ocymecrBjieHH* Apyroro 3aflBJweMoro o6T>eKTa rpynnw - cnoco6a 
npo^HJiaKTHKH h/hjih jieneHHH 3a6ojieBaHHH c Hcnojib30BaHHeM npenapara, 
coAepacamero jiaicro^eppHH nejiOBeica b KanecrBe ochobhoix) AencTByiomero BemecrBa, 
h/hjih JieKapcrBeHHbix <})opM, H3roroBjieHHbix Ha ocHOBe npenapaTa, b KanecrBe 

25 aHTH6aKTepHajibHbix, h/hjih aHTHOKCHAaHTHbix, h/hjih npoTHBOBOcnajiHTejibHbix, h/hjih 
. AeroKCHi^npyioiAHx, h/hjih HMMyHOMOflyjiHpyioiAHX, h/hjih aHTHKaHqeporeHHbix 
cpeACTB. 

3aaBJiHeMaa rpynna H3o6pereHHH cooTBercrByer Tpe6oBaHHHM 
naTeHTOcnoco6HOCTH no KpHTepHHM HOBH3HbL, H3o6peraTejibCKoro ypoBHH h 
JO npoMbnnjieHHOH npHMeHHMOCTH. 3aflBjweMaa rpynna H3o6pereHHH o6jiaAaer p^aom 
npewMymecTB no cpaBHeHmo c Hcnojib3yeMbiMH b HacroHmee BpeMH npenapaTaMH Ha 
ocHOBe jiaicro4)eppHHa h cnoco6aMH hx KJiHHHHecKoro npHMeHemiH. . 

A HMeHHo: 

npenapaT Ghocobmccthm c opraHH3MOM nejiOBeica h TepaneBrrmecKH 
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BblCOK03<l>4>eKTHBeH, 

npenapaT cobmccthm c jno6biMH (}) ap m axjCBraHecKH npHroAHbiMH hochtcjihmh * 
pacTBOpOTejwMH, Ma3HMH, Hcejieo6pa3yiomHMH BemecrBaMH; 

npenapaT npuroAeH pjm H3roroBjieHHH jieKapcrBeHHbix cpeacrB, npeAHa3HaneHHbix 
5 jym jieneHWH 3a6ojieBaHHii pa3JiHHHOH jioKajiH3am*H; 

Ha ocHOBe npenapaTa MOiyr 6brn> H3roTOBjieHbi JieKapCTBeHHbie cpeflCTBa jno6oii 
Tpe6yeMOH KO HU[e HTp ai^HH* 

npenapaT yao6eH b xpaHeHHM m TpaHcnopTHpoBKe; 

jieKapCTBeHHbie cpeflCTBa, H3roroBjieHHbie Ha ocHOBe npenapaTa, Moiyr 6brn> 
10 BBeAeHbi b opraHH3M npaicraHecKH jno6biM H3 H3BecrHbix cnoco6oB: nepopajibHO, 
BHyrpuBeHHO, BHyrpHnojiocrHO, BHyTpHny3HpHO, b BHfle rjia3Hbix Kanejib, HHrajwuHH, 
Ma3e0Hflp.; 

Hcnojn>30BaHHe b kjihhhhcckoh npaKTHKe JieKapcrBeHHbix cpe#crB, h3foto b ji eH h bix 
Ha ocHOBe npenapaTa, no3BOJiaer ocymecTBjiOTb KaK jioKanbHoe B03AeiicTBHe, TaK h Ha 
15 opraHH3M b ijejiOM* 

JieKapCTBeHHbie cpeacrBa Ha ochobc npenapaTa, coaepacamero jiaicro<j)eppHH 
nejiOBeKa, Moryr 6bm> H3roroBjieHbi b ycjiOBHHX jik)6oh kjimhhkh hjih arrreKH; 

npenapaT aocryneH no ueHe, ero npnMeHeHHe b jieHe6HOH npaKTHKe 
3KOHOMHHecKH onpaBAaHO. 
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OOPMYJIA H30BPETEHHH 

1. AHTH6aKTepHajIbHMH, aHTHOKCHAaHTHblH, ACTOKCHimpyiOUlHH, 

HMMyHOMOAy.nHpyK>mHH h aHTHKaHueporeHHWH npenapar, coAepacamHH 
jraicro<l>eppHH nejiOBeKa b KanecrBe ochobhopo aeficTByiomero BemecrBa h 
5 <j)apMaijeBTHHecKH npweMJieMbie Ao6aBKH, onmunawmuucH TeM, hto npenapaT 
coAepxarr yKa3aHHbie KOMnoHeHTbi b cjieAyiomux cooTHomeHiwx, Mac. %: 
Jlaicro^eppHH nejioBeKa 10,0 - 90,0 

<DapMaijeBTHHecKH npneMJieMbie Ao6aBKH OcrrajibHoe 

2. JleKapcTBeHHoe cpeACTBO no n.l, otwiuHcuomeeai tcm, hto oho BwnojiHeHo b 
4>opMe pacTBopa aji* BHyTpeHHero bbcashrh c KOHijeHTpaijHeH ocHOBHoro 
AeiicTByioiAero BemecrBa 0,01 - 0,025%. 

10 3. JleicapCTBeHHoe cpeACTBO no n.l, omnuHaiomeeai TeM, hto oho BbinoJiHeHO b 
4>opMe pacTBopa rjvi BHyrpHnojiocrHoro hjih BHyrpnny3bipHoro bbcachhh c 
KOHueHTpau^HeH ochobhopo AeficTByioiAero BemecrBa 0,05 - 0,3%. 

4. JleicapCTBeHHoe cpeACTBO no n.l, omjiuiaiomeecn TeM, hto oho BbinojmeHO b 
4)opMe pacTBopa rjisl nepopajibHoro BBeAeHHa c KOHueHTpaijHeH ocHOBHoro 

15 AeiicTByioiAero BemecrBa 0,01 - 0,4%. 

5. JleicapCTBeHHoe cpeACTBO no n.l, omnuHaiomeecJi TeM, hto oho BbinojmeHO b 
4>opMe pacTBopa ajw o6pa6oTKH paHeBbix noBepxHocrew c KOHuehrrpamieH 
ochobhoix) AeHCTBywmero BemecrBa 0,1 - 0,3%. 

6. JleicapCTBeHHoe cpeACTBO no n.l, onmuHaiou^eecn TeM, hto oho BbinojmeHO b 
20 (})opMe pacTBopa jyix HHrpaHa3ajibHoro npHMeHeHH* hjih b 4>opMe rjia3Hbix Kanejib 

c KOHuempauHeH ochobhoix) AeficrByiomero BeiqecrBa 0,075 - 0,3%. 

7. JleKapcTBeHHoe. cpeACTBO no n.l, omnuHaiomeeai TeM, hto oho BbinojmeHO b 
4>opMe Ma3H c KOHueHTpaipieK ocHOBHoro AewcTByiomero BemecrBa 0,2 - 1,0%. 

8. JleKapcTBeHHoe cpeACTBO no n.l, onwuHoiomeecH TeM, hto oho BbinojmeHO b 
25 <})opMe 6ojhocob ajw nepopajn>Horo npHMeHeHUH c KOHueHTpauHen ocHOBHoro 

AeficTByioiAero BemecrBa 0,2 - 1,0%. 

9. JleKapcTBeHHoe cpeACTBO no n.l, ommmawineecn TeM, hto oho BbinojmeHO b 
(JjopMe cynno3HTopHeB AJW.peKTajibHoro hjih HHTpaBarHHajibHoro npHMeHeHH* c 
KOHueHTpauHeii ochobhoix) AeHCTByiomero BemecrBa 0,2 - 1,0%. 

30 10. JleicapCTBeHHoe cpeACTBO no n.l, ofwiunawmeecn TeM, hto oho BbinojiHeHO b 
(J)opMe Ta6jierKH c coAepacaimeM ochobhopo AeflcTByioinero BemecrBa 1-5 %. 



WO 02/03910 



PCT7RU01/00276 



13 

11. Cnoco6 npcxfrHjiaKTHKH h jieneHH* 3a6ojieBaHHH npn noMomn (JmpMaueBTHHecicoH 

KOMTI03HUHH, COASp^ameH JiaKTO<|>eppHH, OtWlUHOIOmUUCH TCM, HTO AA* 

npo<j)HjiaKTHKH h/hjih jieneHHH 3a6ojieBaHHH h/hjih tokchhcckkx coctohhhh 
Hcnoju>3yK)T npenapaT no n. 1 . 
5 12. Cnoco6 no n. 11, omJiimaioiUfUucn TeM, hto nnn npo<j>HjiaKTHKH h/hjih jieneHHH 

TOKCHK030B pa3J!HHHOH 3TH0JI0THH, HH<j)eKUHH, BOCnaJieHHH npHMeHJDOT. 

RHyTpHBeHHoe BBefleHHe pacrBOpa c KOHuempauHeH ochobhofo AeficrByiomero 
BemecTBa 0,01 - 0,025%, b pa30B0H A03e 40 - 60 Mr, 1 - 2 pa3a b AeHb b TeneHHe 3 - 
10 AHefi. 

10 13. Cnoco6 no n. 11, omjiunawmuucR TeM, hto ajih npo^HjiaKTHKH h/hjih jieneHHa 
HH^eionHH, BOcnajieHHH b nojibix opraHax npHMewooT BHyrpHnojiocrHoe hjih 
BHyTpHny3bipHoe BBeAeHHe pacrBOpa c KOHuempaijHeH ochobhofo AeficrByiomero 
BemecTBa^0,05 - 0,3% b KOJiHHecrBe 50 - 100 mji, b 3aBHCHMOcra ot o6ieMa 
nojiocTH, 1-3 pa3a b AeHb b TeneHHe 5-30 AHeii 

15 14. Cnoco6 no n. 11, onmunawmuucn TeM, hto ajw ohhiachkh paH, thokhmx 
nojiocTeii h ycKopeHHH rpaHyjunjHH npHMCHHKyr pacrsop c KOHueHTpauHefi 
ocHOBHoro AencTByioiAero BeujecrBa 0,1 - 0,3% 2-3 pa3a b AeHb npn 3iecno3HUHH 
1 - 4 h b TeneHHe 3-15 AHen. 
15, Cnoco6 no n.ll, omnimaiomuucB tcm, hto jojih npo<})HJiaKTHKH h/hjih jieneHiia 

20 pHHHTOB H KOHT>K)HKTHBHTOB pa3JIHHHOH STHOJIOrHH npHMCKJUOT paCTBOp C 

. KOHueHTpauHeii ochobhoix) AeHCTByiomero BemecTBa 0,075 - 0,3%, b bhac Kanejib 
b hoc 5 - 6 pa3 b AeHb no 3 - 5 Kanejib b KaacAyio H03ApK) hjih b bhac rjia3Hbix 
Kanejib 3 -4 pa3a,B AeHb no 1 - 2 KamiH b KaacAWH rjia3 cooTBercTBeHHO b TeneHHe 3 
- 7 AHefi. 

25 16. Cnoco6 no n.ll, onmuHowmuucn tcm, hto ahh npo<j)HjiaKTHKH h/hjih JieneHHH 
TOKCHnecKHx coctohhhh,* h/hjih, HH^eKUHH, h/hjih BOcnajieHHH b opraHax 
HcejiyAOHHO-KHiueHHoro Tpaicra npHMetunoT BHyrpb pacTBop c KOHueHTpauHeii 
ocHOBHoro AeHCTByioiAero BemecrBa 0,01 - 0,4%, b pa30BOH A03e 40 - 60 Mr 1 - 3 
pa3a b AeHb nepe3 2 h nocne sj&i b TeneHHe 3-15 AHeii. 

30 17. Cnoco6 no n. 11, omnuHawu^uucR TeM, hto ajih npo<j)HJiaKTHKH h/hjih JieneHHH 
HH^eicuHH, h/hjih BOcnajieHHH b >KejiyAKe h KHinenHHKe npHMemuor Ta6jieTKH c 
coAepacaroieM ochobhoto AeficrByiomero Bemecrea 1 - 5%, b pa30Bofi A03e 40 - 60 
Mr ochobhoix) AeficrByiomero BemecTBa 1 - 5%, b pa30Bofi A03e 40 - 60 mt 
ochobhoix} BemecTBa 2-3 pa3a b AeHb nepe3 2 h nocne eAW b TeneHHe 3-15 AHeit 
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18. CnocoS no n.ll, omJiuHaiomuiicn tcm, hto j\nn npo<})HJiaKTHKH bo3hhkhob6hhh 
3JiOKaHecTBeHHbix onyxojieii npHMeHjnor BHyrpb pacrBop c KOHueinpauHefi 
ocHOBHoro ^eHCTByiomero BemecrBa 0,01 - 04%, b pa30BOH A03e 40 - 60 Mr 1 pa3 b 
AeHb nepe3 2 h nocne eAfei b TeneHHe 30 AHeii, Kypc npo<|>HjiaKTHHecKon) npHeMa 

5 noBTopjnoT 2-3 pa3a b tor. 

19. Cnoco6 no n.ll. onwuiaiomuucH tcm, hto ajih npo<j)HjiaKTHKH bo3hhkhobchhh 
3JiOKaHecTBeHHbix onyxojieH npHMemnoT BHyrpb Ta6jierKH c coAepacaHHeM 
ocHOBHoro ^eHCTByiomero BemecrBa 1 - 5%, b pa30Bofi A03e 40 - 60 mt ochobhofo 
semecTBa 1 pa3 b j^euh nepe3. 2 h nocjie eflbi b TeneHHe 30 AHeii; Kypc 

10 npo4>MJiaicTHHecKoro npHeMa noBTOpjnoT 2-3 pa3a b toa. 

20. Cnoco6 no n. 11, omnuHcuoWfUucn tcm, hto j\nn npo4)HJiaKTHKH h/hjih JieneHHH 
HH(J)eKUHH h/hjih BocnaneHHH b potoboh nojiocTH h/hjih nHmeBOAe npHMeHwr 
6ojnoci>i,^npeAHa3HaHeHHbie ajw MeAJieHHoro paccacbiBaHH* b potoboh nojiocTH, c 
KOHueHrpaqHefi ochobhoto AeHCTByiomero BemecrBa 0,2 - 1,0%, b pa30Boii A03e 6 

15 - 30 mt ocHOBHoro BemecTBa. 

21. CnocoS no n.ll, omnuHawmuucn tcm, hto aim npo<jmjiaKTHKH h/hjih JieneHHH 

HH(j)eKJHHH H/HJIH BOCnaJieHHH KOHCH H CJIH3HCTbK npHMCHHIOT M83H C 

KOHqeHrpai^HeH ochobhoto AeficTByiomero BemecrBa 0,2 - 1,0%. 

20 
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OS (57) Abstract: The invention relates to medicine, in particular an antibacterial, antioxidant, detoxicating, immunomoduling and 
f*) anticancerogenic preparation. The inventive preparation comprises human lactoperrin as an active agent and pharmaceutical ly 
® acceptable additives used for production of medicaments, and/or medicaments containing the preparation and pharmaceutically 
^ acceptable additives, i.e.: a liquid for intravenous injection, a liquid for intracavitary or intravesical injection, a liquid for peroral 
® injection, a liquid for treating a wound surface, a liquid for intranasal application or in the form of eye drops, an ointment, bolus 
O f° r peroral application, a suppository for rectal and intravaginal application and pills. The inventive method can be used for 
preventing and curing diseases with the aid of the preparation containing the human lactoferrin. The invention makes it possible 
to develop a preparation and a medicament based thereon for a moderate cost. 

[npoAOJiHceHHe Ha CAeA. crpaHHite] 
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H3o6pereHMe othochtc* k mcahuhhc m Kacaerca aHTH6aKrepHajibHoro, 
aHTMOKCM^aHTHoro, AeTOxcuuHpyioinerc, HMMyHOMOAyJiwpyiomero h 
aHTHicaHueporeHHoro npenapaTa. 

H3o6peTeHHe 3aKjiK>Haercfl b tom, hto npenapaT coAepacHT nejiOBeHecKHH 
jiaKTO<j)eppHH b KanecTBe aKTHBHoro BemecrBa h 4>apMai;eBTHHecKH npHeMneMbie 
Ao6aBKH, npeAHa3HaneHHbiH ajw H3roroBjieHH* jieKapcrBeHHbix cpeACTB, h/hjih 
jiexapcTBeHHwe cpeACTBa, coAep>KamHe npenapaT h (JjapMaueBTHnecKH npneMneMbie 
HOCHTejw: pacrBop aa* BHyrpHBeHHoro BBeAeHiw, pacTBop win BHyrpwriojiocTHoro hjih 
BHyrpHny3bipHoro BBeAeHaa, pacrBOp aa* nepopajibHoro bbcachha, pacrBop nnsi 
o6pa6oTKH paHeBbix ncmepxHOCTeH, pacreop aa* HHTpaHa3ajibHoro npHMeHenvw hjih b 
4>opMe rjia3Hbix Kanejib, Ma3b, 6oak>cw aa* nepopajibHoro npHMeHemiH, cynno3irropHM 
Ajw peKTajibHoro hjih HHTpaBamHajibHoro npHMeHeHHH, TaGjierKH. Cnoco6 
• npo4>HJiaKTHKH h/hjih jieHeHRH 3 a6oA e b ami h c HcnoAb30BaHHeM npenapaTa, 
coAepacawero jiaKTO(J)eppHH nejiOBeica. H3o6pereHHe o6ecneHHBaer co3AaHHe 
AOcrynHoro no ctohmocth npenapaTa h jieKapcTBeHHbix cpeACTB Ha ero ochobc 
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